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— The MAILING DATE of this communication appears on the cover sheet with th correspondence address -- 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 18 February 2004 . 
2a) □ This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-61 is/are pending in the application. 

4a) Of the above claim(s) 9 and 23-42 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-8. 10-22 and 43-61 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P er No(s)/Mail Date. . 

3) Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) 0 Notice of '^ ormal Pa tent Application (PTO-152) 
Paper No(s)/Mail Date 4-12-2004 . 6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 1-04) 
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DETAILED ACTION 
REQUEST FOR CONTINUED EXAMINATION 

The request filed on December 4, 2003 for a Request for Continued Examination 
(RCE) under 37 CFR 1.114 based on parent Application No. 10/055504 is acceptable 
and a RCE has been established. An action on the RCE follows. 

Election/Restrictions 

Applicant's election of Species I, Sub-species i in the response of February 18, 
2004 is acknowledged. Because applicant did not distinctly and specifically point out 
the supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

Response to Arguments 

Applicant's arguments with respect to claims 1-61 have been considered but are 
moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 12-20 and 55 are rejected under 35 U.S.C. 112, second paragraph, as 

being indefinite for failing to particularly point out and distinctly claim the subject matter 

which applicant regards as the invention. It is unclear whether, for example, claim 12 is 



Application/Control Number: 10/055,504 Page 3 

Art Unit: 3738 

claiming a product or a process. Is the liquid suppose to be capable of a phase change 
when within the disc space or does induce the phase change? 

Claim 16 contains the trademark/trade name "DELRIN". Where a trademark or 
trade name is used in a claim as a limitation to identify or describe a particular material 
or product, the claim does not comply with the requirements of 35 U.S.C. 1 12, second 
paragraph. See Ex parte Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim scope 
is uncertain since the trademark or trade name cannot be used properly to identify any 
particular material or product. A trademark or trade name is used to identify a source of 
goods, and not the goods themselves. Thus, a trademark or trade name does not 
identify or describe the goods associated with the trademark or trade name. In the 
present case, the trademark/trade name is used to identify/describe a type of solid and, 
accordingly, the identification/description is indefinite. See MPEP 2173.05(u). 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 44 is rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. Claim 44 claims adjacent tissue, and is 
therefore positively claiming a living tissue. The living matter of the present invention is 
not the result of human intervention; it is of nature, which has been held not patentable. 
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Claim R jections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

And 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-8, 10-12, 14-22, 45, 47 and 55-61 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Felt et al. (WO 97/26847). Felt et al. discloses a disc 
augmentation device that restores disc height and pressure comprising an annulus 
augmentation device (first outer biomaterial) and a liquid nuclear augmentation material 
(page 11, lines 1-25). In addition, the nuclear augmentation material will inherently 
cause the growth or formation of material within the nuclear space whether by an 
inflammatory response, response to the forces exerted by the augmentation material, 
scarring etc. Both the annulus augmentation device and the nuclear augmentation 
material are removable. When using a liquid as the nuclear augmentation material, it is 
capable of changing phase and can comprise an anti-inflammatory (page 25, lines 10- 
17). The annulus augmentation device can be formed using a cylindrical balloon as a 
mold, which would inherently give the device a concave surface facing the nucleus. 
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Claims 1 and 46 are rejected under 35 U.S.C. 102(b) as being anticipated by Bao 
et al. (6,244,630). Bao et al. discloses a cylindrical annulus augmentation device that 
can be used after surgery, insertion of a cannula or insertion of an implant. Bao et al. 
incorporates by reference Felt et al. (WO 97/26847) and therefore can be used with said 
surgery. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Thomas C. Barrett whose telephone number is (703) 
308-8295. The examiner can normally be reached Tuesday-Friday between 9:00 A.M. 
and 6:00 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (703) 308-21 1 1 . The fax phone 
numbers for the organization where this application or proceeding is assigned are (703) 
872-9306 for regular communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
0858. 



Conclusion 




Thomas Barrett 



